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PUBLIC  HEALTH  SERVICE 


POLICIES  AND  PROCEDURES  FOR  DEALING  WITH 
POSSIBLE  MISCONDUCT  IN  EXTRAMURAL  RESEARCH 


APPLICABILITY 


The  policies  and  procedures  described  in  -this  document  apply  to 
all  instances  of  possible  misconduct  involving  research,  research 
training,  or  research  related  activities  for  which  funds  have 
been  provided  or  requested  under  the  Public  Health  Service  (PHS) 
4j^.ct . This  guidance  is  focused  on  the  responsibilities  of  Federal 
officials  and  the  relationships  among  Federal  agencies  that  deal 
with  possible  misconduct  in  science.  Responsibilities  of 
applicant/awardee  institutions  are  described  in  the  Final  Rule  on 
"Responsibilities  of  Awardee  and  Applicant  Institutions  for 
Dealing  With  and  Reporting  Possible  Misconduct  in  Science"  (54 
Federal  Register  32446,  August  8,  1989).  The  Final  Rule  and 
these  policies  and  procedures  describe  the  respective  roles  and 
responsibilities  of  institutions  receiving  PHS  support  and  the 
Federal  agencies  providing  PHS . support  under  the  PHS  Act . 

The  policies  and  procedures  presented  here  are  not  intended  to 
create  any  right  or  benefit,  substantive  or  procedural, 
^enforceable  at  law  by  a party  against  the  United  States , its 
agencies,  its  officers,  or  its  employees.  A funding  agency  or 


authorized  PHS  official  may  deviate  from  any  particular  policy  or 
procedure  where  it  is  determined  to  be  in  the  best  interests  of 
the  United  States. 


GUIDING  PRINCIPLE 


All  actions  taken  in  response  to  instances  of  alleged,  apparent, 
or  actual  misconduct  will  be  coordinated  by  the  OS  I and  take  into 
consideration:  (a)  safeguards  for  the  affected  parties,  e.g., 
maximum  feasible  confidentiality,  prompt  and. thorough  inquiry 
and/or  investigation,  and  opportunity  to  comment  on  or  rebut  all 
relevant  allegations  and/or  findings;  (b)  the  rights  of 
informants,  e.g.,  protection  of  their  privacy;  and  (c)  the  need 
to  ensure  that  the  interests  of  the  Government  and  the  public  are 
protected . 

ASSURANCE 

42  CFR  50.103,  Subpart  A,  of  the  regulations  stipulates  that  each 
institution  that  applies  for  or  receives  assistance  under  the  PHS 
Act  for  any  project  or  program  that  involves  the  conduct  of 
biomedical  or  behavioral  research  must  have  an  assurance 
satisfactory  to  the  Secretary,  Department  of  Health  and  Human 
Services  ( DHHS ) , that  indicates  the  institution : 
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(1)  has  established  an  administrative  process  that  meets 
the  requirements  of  the  Final  Rule  for  reviewing , 
investigating,  and  reporting  allegations  of  misconduct 
in  science  in  connection  with  PHS-sponsored  biomedical 
and  behavioral  research  conducted  at  the  applicant 
institution  or  sponsored  by  the  applicant;  and 


(2)  will  comply  with  its  own  administrative  process  and  the 
requirements  of  this  subpart. 

# 

The  institution's  assurance  shall  be  submitted  to  the  Office  of 
Scientific  Integrity  (OSI),  on  a form  prescribed  by  the  Secretary 
^nd  updated  annually  thereafter  on  a date  specified  by  OSI. 

Copies  of  the  form  may  be  requested  through  the  Director,  OSI. 
Along  with  its  annual  update  of  its  assurance,  each  institution 
is  required  to  provide  such  aggregate  information  on  allegations, 
inquiries,  and  investigations  as  the  Secretary*  DHHS,  may 
prescribe. 


The  OSI  is  responsible  for  maintaining  a list  of  institutions 
with  satisfactory  assurances,  and  for  making  this  information 
available  to  review,  program,  and  grants  management  staff.  No 
award  may  be  made  to  an  institution  unless  it  has  submitted  a 
satisfactory  assurance. 
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DEFINITIONS 

"Misconduct"  or  "misconduct  in  science"  is  defined  as 
fabrication,  falsification,  plagiarism,  or  other  practices  that 
seriously  deviate  from  those  that  are  commonly  accepted  within 
the  scientific  community  for  proposing,  conducting  or  reporting 
research.  It  does  not  include  honest  error  or  honest  differences 
in  interpretations  or  judgments  of  data. 

"Funded  by"  means  the  provision  of  monetary  support  for  grants, 
cooperative  agreements,  fellowships,  contracts,  or  interagency 
agreements,  and  includes  subgrantees , subcontractors  and 
individuals  who  work  on  the  funded  research  project  even  though 
they  do  not  receive  compensation  from  the  Federal  funds. 

"Institution"  means  the  public. or  private  entity  or  organization 
(including  Federal,  state,  and  other  agencies)  that  is  applying 
for  or  is  a recipient  of  a contract  or  financial  assistance  from 
the  PHS,  e.g.  through  grants  or  cooperative  agreements,  including 
continuation  awards,  whether  competing  or  noncompeting. 

"Investigator"  means  the  principal  investigator,  the  co- 
investigator^),  the  program  director  or  trainee(s)  on  a training 
grant,  the  recipient  of  a career  award  or  fellowship  or  any  other 
individual  who  conducts  or  is  responsible  for  research  or 
research  training  funded  under  the  PHS  Act. 


4 


An  "inquiry"  consists  of  information-gathering  and  initial  fact- 
finding to  determine  whether  an  allegation  or  apparent  instance 
of  misconduct  warrants  an  investigation.  An  inquiry  is  not 
intended  to  determine  conclusively  if  wrongdoing  has  occurred , 
nor  to  determine  guilt  or  innocence. 

An  "investigation"  is  a formal  examination  and  evaluation  of  all 
relevant  facts  to  determine  if  am  instance  of  misconduct  has 
taken  place,  to  evaluate  its  seriousness,  and.,  if  possible,  to 
determine  responsibility.  If  misconduct  has  already  been 
confirmed,  an  investigation  may  nonetheless  be  necessary  to 
^ptermine  the  extent  of  any  adverse  effects  resulting  from  the 
misconduct  and  any  necessary  remedial  or  follow-up  actions  (e.g. 
publications  requiring  retraction). 


The  "PHS  ALERT"  or  "Public  Health  Service  ALERT  Records 
Concerning  Individuals  Under  Investigation  for  Possible 
Misconduct  in  Science  or  Subject  to  Sanctions  for  Such 
Misconduct"  is  a system  of  records  under  the  purview  of  the 
Privacy  Act.  The  PHS  ALERT  is  used  for  collecting,  controlling, 
and  disseminating  to  PHS  officials  on  a need-to-know  basis 
information  that  an  institution,  or  individual  applying  for  or 
currently  receiving  PHS  grant,  cooperative  agreement,  or  contract 
funds  for  research,  research  training,  or  related  activities: 

^1 ) is  under  investigation  for  possible  misconduct  or 
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a decision  has  been  made  to  undertake  such  an  investigation,  or 
( 2 ) has  been  subjected  to  a sanction  at  the  conclusion  of  an 
investigation  for  misconduct  [e.g.,  debarment  by  the  Secretary, 
DHHS,  from  eligibility  for  research  funding;  disqualification  by 
the  Food  and  Drug  Administration  (FDA)  from  use  of 
investigational  drugs;  or  in  the  case  of  scientists  employed  by 
the  PHS,  termination  of  employment].  The  information  about  an 
institution  or  individual  is  used  to  aid  PHS  officials  in  making 
informed  decisions  regarding  PHS  funds  or  other  benefits  to  that 
institution  or  individual,  but  such  information  does  not 
automatically  result  in  a withholding  of  funds  or  other  benefits. 
More  detailed  information  on  this  system  may  be  requested  from 
the  Director,  OS I. 

"Agency"  or  "funding  agency"  means  each  of  the  PHS  agencies,  as 
well  as  the  awarding  units  within  the  Office  of  the  Assistant 
Secretary  for  Health  (OASH) . 

"Component"  refers  to  the  organizational  units  within  an  agency 
that  have  the  delegated  authority  to  conduct  and/or  make  awards 
for  scientific  activities,  e.g..  Bureaus,  Centers,  Institutes, 
Divisions , or  Offices . 

"Program"  is  a set  of  plans  and  activities  for  a specific  area  of 
scientific  or  technical  subject  matter  within  the  mission  of  a 

component . 
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"MPO"  means  Misconduct  Policy  Officer,  i.e.,  the  official 
designated  by  the  agency  administrator  or  component  director  to 
oversee  and  coordinate  PHS,  agency,  or  component  implementation 
of  policies  related  to  misconduct  in  science.  Such  designation 
need  not  entail  creation  or  change  in  title  of  a position, 
provided  the  functions  described  in  this  issuance  can  be 
appropriate ly  di s charged . 

"OSI"  means  the  Office  of  Scientific  Integrity.  This  office, 
located  in  the  Office  of  the  Director,  NIH,  is  responsible  for 
overseeing  the  implementation  of  all  PHS  policies  and  procedures 
^elated  to  scientific  misconduct.  The  OSI  monitors 
investigations  by  applicant/awardee  institutions  into  possible 
scientific  misconduct;  where  necessary,  the  OSI  conducts  its  own 
investigation . 

"OSIR"  means  the  Office  of  Scientific  Integrity  Review.  This 
office,  located  in  the  Office  of  the  Assistant  Secretary  for 
Health  (OASH),  is  responsible  for  establishing  overall  PHS 
policies  and  procedures  for  dealing  with  misconduct  in  science, 
ensuring  that  these  policies  and  procedures  are  implemented,  and 
reviewing  all  final  reports  of  investigations. 
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RESPONSIBILITIES 


1.  Applicant  and  awardee  institutions  have  primary 
responsibility  for  preventing,  detecting, 
investigating,  reporting  and  resolving  possible  or 
alleged  scientific  misconduct.  However,  it  is  expected 
that  there  will  be  a close  working  relationship  between 
institutions  and  the  PHS  in  fulfilling  these 
responsibilities,  in  cases  where  PH$.  funds  are 
involved. 

2.  The  Director  of  the  Office  of  Scientific  Integrity 
(OSI)  is  responsible  for  overseeing  the  implementation 
of  all  PHS  policies  and  procedures  related  to 
scientific  misconduct,  monitoring  the  individual 
investigations  into  alleged  or  suspected  scientific 
misconduct  conducted  by  institutions  that  receive  PHS 
funds  for  biomedical  or  behavioral  research  projects  or 
programs,  and  conducting  investigations  as  necessary. 

3.  The  Director  of  the  Office  of  Scientific  Integrity 
Review  (OSIR)  is  responsible  for  establishing  overall 
PHS  policies  and  procedures  for  dealing  with  misconduct 
in  science,  overseeing  the  activities  of  PHS  research 
agencies  to  ensure  that  these  policies  and  procedures 
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are  implemented,  and  reviewing  all  final  reports  of 
investigations  to  assure  that  any  findings  and 
recommendations  are  sufficiently  documented.  The  OSIR 
also  makes  final  recommendations  to  the  Assistant 
Secretary  for  Health  on  whether  any  sanctions  should  be 
imposed  and,  if  so,  what  they  should  be  in  any  case 
where  scientific  misconduct  has  been  established.  When 
necessary,  OSIR  may  conduct  independent  investigations. 


4. 


The  Assistant  Secretary  for  Health*/.  (ASH)  DHHS,  is 
responsible  for  making  final  decisions  regarding 
sanctions  in  cases  of  confirmed  misconduct . In  cases 
where  debarment  is  recommended,  the  ASH  will  forward 
his  recommendations  to  the  DHHS  debarment  official. 


5. 


The  Head  of  each  PHS  agency  wills  (a)  provide 
leadership  to  ensure  prompt  reporting  to  the  OS  I of 
alleged  or  apparent  misconduct  in  scientific  activities 
currently  or  previously  funded  by  the  agency,  or  for 
which  support  has  been  requested?  (b)  in  consultation 
with  the  OS I,  decide  whether  or  not  interim 
administrative  actions  should  be  taken  to  protect 
Federal  interests  during  investigations  of  possible 
misconduct;  and  (c)  identify  an  agency  MPO. 
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6. 


The  Director  of  each  awarding  component  wills  (a) 
provide  leadership  to  ensure  implementation  of  these 
policies  and  procedures;  (b)  contribute  to 
recommendations,  as  appropriate,  to  the  Agency  Head  and 
the  OSI  on  specific  cases;  (c)  decide,  in  consultation 
with  the  agency  head  and  OSI,  on  interim  administrative 
actions  on  pending  or  ongoing  awards  during  an 
investigation;  and  (d)  identify  an  individual  to  be  the 
MPO  for  the  component. 

7.  The  OSI  shall  maintain,  update  (as  necessary),  and 
distribute  a list  of  names  of  individuals  who  have  been 
appointed  as  agency-level  and/or  component-level  MPOs. 

8.  The  OSI,  in  coordination  with  the  OSIR,  will  work  with 
MPOs  to:  (a)  implement  and,  as  appropriate,  revise 
policies  and  procedures  for  dealing  with  possible 
scientific  misconduct;  (b)  provide  guidance  to  Agency 
staff  regarding  policies  and  procedures  for  dealing 
with  possible  misconduct  in  science;  (c)  coordinate 
intra-  and  inter-agency  activities  as  necessary;  (d) 
recommend  to  the  agency  head  interim  administrative 
actions,  where  appropriate;  and  (e)  also  with  the 
Office  of  Extramural  Research,  NIH,  [and  comparable 
office(s)  at  other  PHS  agencies]  provide  guidance  to 
awardee  institutions  regarding  their  responsibilities 
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for  promoting  adherence  to  high  ethical  standards  in 
science  and  for  dealing  with  instances  of  possible 
misconduct. 


9.  Agency-level  MPOs  wills  (a)  make  available  to  staff 
within  the  agency  information  on  policies  and 
procedures  related  to  misconduct;  (b)  notify  the 
administrator  of  the  agency,  and  when  appropriate, 
other  officials  within  the  agency,  of  possible 
misconduct;  (c)  ensure  prompt  reporting  to  the  OSI  of 
suspected  or  alleged  misconduct;  and  (d)  as  requested, 
consult  with  the  OSI  on  strategies  for  investigating 
alleged  misconduct  and/or  recommendations  for  sanctions 
in  cases  of  confirmed  misconduct.  Component-level  MPOs 
will  perform  comparable  functions  with  their  respective 
components  and  will  ensure  prompt  reporting  of  possible 
misconduct  to  the  agency  MPO. 


10.  The  Director  of  the  OSI  will  create  and  update  records 
in  the  PHS  ALERT.  Entries  will  be  made  when  there  is: 
(a)  an  investigation  into  possible  scientific 
misconduct,  and  (b)  implementation  of  sanctions  based 
on  the  findings  of  an  investigation.  Following  the 
completion  of  an  investigation  that  does  not  confirm 
misconduct  or  justify  continuance  in  the  system,  and 
upon  the  expiration  of  sanctions  when  misconduct  has 
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been  found,  the  Director,  OSI  will  remove  the  name  from 
the  PHS  ALERT. 

11.  The  OSI  will  promptly  bring  cases  exclusively  involving 
allegations  other  than  scientific  misconduct,  e.g., 
possible  misuse  of  Federal  funds  or  other  possible 
illegal  acts,  to  the  attention  of  the  agency  or 
department  unit  that  has  jurisdiction  for  such  matters. 
Cases  that  also  involve  possible  scientific  misconduct 
will  generally  be  handled  jointly  by  the  OSI  and  the 
other  cognizant  unit. 


12.  The  Office  for  Protection  from  Research  Risks  (OPRR), 
Office  of  Extramural  Research,  NIH,  is  responsible  for 
investigating  alleged  or  apparent  violations  of  either: 
(a)  Federal  regulations  governing  the  protection  of 
human  subjects  or  (b)  PHS  animal  welfare  policies  by 
recipients  of  PHS  research  funds.  Cases  also  involving 
alleged  scientific  misconduct  will  generally  be  handled 
jointly  by  the  OSI  and  OPRR. 


13.  The  OSI  shall  consult  throughout  the  inquiry/ 

investigation  process  with  the  Office  of  General 
Counsel  (OGC)  on  matters  that:  (a)  involve  current  or 

potential  litigation,  (b)  require  legal  interpretation, 
or  (c)  relate  to  other  potential  legal  issues. 
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14. 


The  OS I shall  refer  all  matters  arising  during  an 
inquiry  or  investigation  that  involve  a potential 
criminal  violation  to  the  Office  of  the  Inspector 
General  (OIG).  Where  the  OIG  or  another  law 
enforcement  agency  is  conducting  a related 
investigation  into  potential  criminal  violations  (or 
when  it  is  likely  that  such  an  investigation  will  be 
conducted),  that  agency  must  be  consulted  during  the 
scientific  misconduct  inquiry/investigation. 


15. 


The  OSI  shall  consult  promptly  with  non-PHS  Federal 
agencies,  e.g«,  the  Veterans  Administration  or  the 
National  Science  Foundation,  on  investigations  that 
involve  funding  from  those  agencies  to  assure  that  the 
agencies  are  properly  informed  and  investigations  are 
effectively  coordinated. 


16.  The  "PHS  Coordinating  Committee  on  Scientific 

Integrity,"  under  the  chairmanship  of  the  Director, 
OSIR,  shall  meet  regularly  to  ensure:  (a)  mutual 
consultation  on  and  review  of  policy  and  procedural 
issues  of  common  interest,  and  (b)  sharing  of 
information  relevant  to  more  than  one  agency.  The 
Committee  will  propose  and  refine  PHS-wide  policies  and 
procedures,  as  necessary,  and  the  Director,  OSIR,  will 
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promptly  provide  notification  to  relevant  agency  staff 
and  awardees  of  changes,  once  they  have  been  approved 
by  the  Assistant  Secretary  for  Health. 

17.  The  Division  of  Public  Information,  Office  of 

Communication,  NIH,  will  coordinate  with  the  OS I (and 
where  appropriate,  the  funding  agency's  public 
inquiries  offices)  concerning  inquiries  from  the  media 
regarding  cases  of  possible  or  confirmed  misconduct. 
Any  information  provided  in  response  to  media  requests 
should  conform  to  the  Freedom  of  Information  Act 
policies  as  stated  in  the  subsequent  section 
* PROTECTION  OF  RECORDS  FROM  RELEASE  UNDER  THE  FOIA" . 
Thus,  information  about  scientific  misconduct 
investigations  will  be  provided  only  in  those  cases 
where  there  was  a finding  of  misconduct,  and  the  case 
has  been  closed.  Press  releases  related  to  misconduct 
in  science  must  be  cleared  by  the  agency's  public 
affairs  office,  the  OSI,  OSIR,  and  the  Office  of  the 
Secretary,  DHHS.  The  Deputy  Assistant  Secretary  for 
Legislation  (Health)  will  review  all  PHS  responses  to 
congressional  inquires. 

18.  The  OSI,  in  consultation  with  the  funding  agency  and 
appropriate  legislative  offices,  shall  coordinate 
responses  to  Congressional  inquiries  regarding 
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scientific  misconduct  policies  and/or  investigations. 


These  responses  shall  be  forwarded  to  the  Deputy  ASL 
(Health)  for  approval  before  transmitting  to  Congress. 
In  cases  where  the  inquiry  is  directed  to  the  PHS,  the 
OSIR  will  consult  with  the  OSI , as  appropriate,  and 
will  develop  a response  and  forward  it  through  the 
Executive  Secretary  to  the  Deputy  ASL  (Health). 


POLICY 


General 


^ 1.  The  OSI,  the  OSIR  and  MPOs  throughout  the  PHS  will  make 

a continuing  effort  to  inform  agency  staff,  scientific 
review  groups,  national  advisory  councils /boards  (or 
equivalents ) and  the  scientific  community  of  the 
policies  and  procedures  defined  in  this  document  and  to 
emphasize  the  importance  placed  on  this  matter  by  PHS. 

2.  The  OSI  shall  coordinate  all  actions  taken  in  response 
to  instances  of  alleged  or  actual  scientific 
misconduct.  Actions  taken  by  the  PHS  will  be  guided  by 
the  following  principles:  (a)  safeguarding  the 

interests  and  rights  of  respondents  in  scientific 
miscodnuct  inquiries  and  investigations  through 
0|  maintaining  maximum  feasible  confidentiality. 
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conducting  a prompt  and  thorough  inquiry/investigation 
providing  the  respondent ( s ) ample  opportunity  to 
suggest  witnesses  and  present  evidence,  timely  access 
to  pertinent  information  developed  in  an 
inquiry/investigation,  right  to  representation  by  an 
attorney,  and  opportunity  for  reviewing, . commenting  on 
and  rebutting  the  findings  of  an  inquiry/ investigation 
as  well  as  on  any  proposals  for  sanctions  in  cases 
where  misconduct  has  been  confirmed;  (2)  protecting  to 
the .maximum  extent  possible  the  rights  of  informants, 
e.g.,  protecting  them  against  retaliation  for 
allegations  brought  in  good  faith,  protecting  their 
privacy  to  the  maximum  extent  feasible;  and  (3) 
safeguarding  the  interests  of  the  Government  and  the 
public . 

As  set  forth  in  the  Final  Rule,  the  applicant/awardee 
and/or  employer  institution  is  primarily  responsible 
for  immediately  initiating  its  own  inquiry  into  an 
instance  of  possible  misconduct  and  for  conducting  a 
subsequent  investigation,  if  warranted. 

If  an  institution  has  demonstrated  an  inability  or 
unwillingness  to  conduct  a thorough  and  objective 
inquiry  or  investigation,  or  if  the  institution's 
inquiry  or  investigation  does  not  adequately  resolve 


the  issue,  the  OSI  will  conduct  its  own  inquiry  or 
investigation . 


Dealing  with  Subjects  of  an  Inquiry/ Investigation 


When  the  OSI  decides  to  initiate  an  investigation,  the 
individuals  who  are  to  be  the  subjects  of  the  investigation 
shall  be  notified  of  that  fact  before  the  investigation 
commences,  unless  the  OIG  or  a law  enforcement  agency 
conducting  a related  investigation  requests  otherwise.  (See 
also  Section  4 under  Investigations . ) This  notification 
will  include  information  on  the  nature  of  the  allegations  or 
concerns  and  the  focus  of  the  investigation.  Subjects  of 
the  investigation  will  also  be  informed  of  the  opportunity 
to  provide  comments  and  other  relevant  information  to  the 
OSI,  and,  to  be  personally  interviewed  by  OSI.  Interviews 
are  transcribed  and  interviewees  are  provided  with  a copy  of 
the  transcript  and  an  opportunity  to  correct  it  and  provide 
additional  comments.  Subjects  of  the  investigation  may  be 
represented  by  counsel,  may  propose  witnesses  to  be 
interviewed,  and  may  recommend  members  of  any  expert 
advisory  panel  selected  by  OSI  to  assist  with  the 
investigation.  During  the  course  of  the  investigation,  the 
subjects  are  provided  with  reasonable  access  to  any  research 
data  under  review,  may  freely  submit  evidence  to  the  OSI, 
both  orally  and  in  writing,  and  rebut  issues  and  evidence 


17 


under  review  by  the  OSI,  and  are  provided  with  an 
opportunity  to  review  and  comment  on  important  investigatory 
documents  identified  by  OSI  unless  such  disclosure  would 
violate  individual  confidentiality  or  significantly  impair 
the  investigation.  At  the  conclusion  of  the  investigation, 
subjects  are  provided  with  an  opportunity  to  comment  on  and 
rebut  the  investigative  findings  and  subsequently  to  comment 
on  proposed  sanctions,  if  any. 

Dealing  with  Informants 


1.  If  an  informant  requests  anonymity,  the  OSI  will  make 
every  effort  to  honor  that  request. 

2.  When  an  informant  has  brought  forth  allegations  to  the 
OSI,  the  OSI  will  review  those  allegations  to  determine 
which  of  them  will  be  a focus  of  the  investigation. 

The  OSI  will  meet  with  the  informant  to  obtain  all 
documentation  and  other  information  relevant  to  the 
allegations.  Thereafter,  the  OSI  will  maintain  contact 
with  and  seek  further  information  from  the  informant  as 
appropriate,  but  the  investigation  will  be  conducted  by 
OSI. 


t 


3.  When  the  OSI  concludes  an  investigation,  the  person  who 
brought  forth  the  allegations  will  be  provided  with  the 


I 
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^ draft  investigative  report,  and  provided  an  opportunity 

to  review  and  comment  on  it.  This  is  done  in  part  to 

ensure  the  accuracy  and  completeness  of  the 
investigation . 

Independent  Review  of  Investigations 

At  the  conclusion  of  the  investigation,  subjects  are 
provided  by  OS  I with  an  opportunity  to  comment  on  and  rebut 
the  proposed  investigative  findings  and.  sanctions , if  any. 
Following  incorporation  of  any  changes  made  in  response  to 
such  comments,  OSI  will  forward  proposed  findings  and 
sanctions  and  any  comments  and  rebuttal  made  by  the 

m 

subject(s),  to  OSIR  for  its  independent  review.  OSIR  will 
review  this  material  for  thoroughness,  completeness  and 
objectivity.  If  OSIR  believes  that  any  changes  in 
investigative  conclusions  or  proposed  sanctions  are 
appropriate,  OSIR  will  consult  with  OSI  to  reach  a final 
conclusion.  OSIR  will  then  prepare  a decision  memorandum 
for  the  ASH  containing  final  recommendations  for  findings 
and  sanctions  for  those  found  culpable  of  scientific 
misconduct.  Final  decisions  on  misconduct  findings  and 
sanctions  are  made  by  the  ASH,  except  for  any  proposed 
debarment  which  must  be  approved  by  ASMS  and  is  subject  to 
review  de  novo  at  the  request  of  the  individual . 

ft 
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Interim  Administrative  Actions 


1.  Upon  the  recommendation  of  the  agency  head,  the  component 
director  will  take  interim  administrative  actions  prior  to 
completion  of  an  inquiry  or  investigation  if  necessary  to 
safeguard  the  integrity  of  the  research,  prevent 
inappropriate  use  of  Federal  funds,  or  otherwise  protect  the 
interests  of  the  funding  agency  and  the  public.  Such 
interim  administrative  actions  will  be  in  accordance  with 
governing  laws  and  regulations . 

2.  As  a general  rule,  allegations  or  information  developed  in 

the  course  of  an  ongoing  inquiry  or  investigation  will  be 
available  only  to  the  appropriate  agency-level  or  component  ® 

MPO,  agencies  conducting  related  investigations,  the  0S1R 

and  individuals  who:  (a)  are  involved  in  or  associated  with 
the  actual  conduct  of  an  investigation?  or  (b)  have  direct 
responsibility  for  an  ongoing  or  pending  award.  The  OSI 
will  immediately  inform  other  PHS  agencies  and/or  other 
Federal  organizations  if:  (a)  it  appears  that  they  have  an 
active  or  pending  award  that  might  be  affected;  (b)  it  might 
have  a bearing  on  a decision  to  appoint  an  individual  as  an 
advisor,  consultant,  or  reviewer;  or  (c)  the  information  is 
relevant  to  the  regulatory  responsibilities  of  another 
agency. 

I 
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Review  of  grant /cooperative  agreement  applications  and 
contract  proposals  for  scientific  merit  will  ordinarily  not 
be  delayed  by  concerns  about  possible  misconduct  or  by  a 
pending  or  ongoing  inquiry  or  investigation.  To  avoid 
influencing  the  review  process,  PHS  awarding  units  generally 
will  not  inform  members  of  scientific  review  groups  about 
instances  of  possible  misconduct  or  the  status  of  ongoing 
investigations.  However,  if  certain  instances  have  received 
such  extensive  publicity  that  the  review  may  be  compromised, 
the  agency-level  HPO  may  consult  with  the  OS  I as  to  whether 
the  review  should  be  deferred  or  the  reviewers  be  informed 
about  the  status  of  activities  with  regard  to  the  possible 
misconduct.  Findings  from  completed  investigations  should 
be  shared  with  scientific  review  groups  whenever  an  accurate 
disclosure  of  the  facts  in  the  case  is  necessary  to  the 
objectivity  and  thoroughness  of  the  review  process. 


4. 


Directors  of  awarding  components  may  consult  with  the  OS  I 
and  the  agency-level  HPO  and  seek  the  advice  of  their 
national  advisory  councils /boards  (or  equivalents)  on  a 
potential  competing  grant  or  cooperative  agreement  award  to 
an  individual  or  institution  under  investigation  by  the 
awardee  institution,  the  OS  I,  or  another  entity  (when  such 
disclosure  is  otherwise  permissible).  When  a non-competing 
award  is  involved,  the  OS  I and  component  agency-level  MPOs 
should  be  consulted. 
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5.  In  responding  to  any  request(s)  from  a non-DHHS  source  for 

information  about  ongoing  investigations,  agency  staff  shall 
maintain  the  confidentiality  of  such  information  to  the 
greatest  extent  possible  under  the  provisions  of  the  Freedom 
of  Information  Act  (FOIA),  the  Privacy  Act,  and  other 
applicable  law.  To  the  extent  permitted  by  law,  agency 
personnel  will  protect  the  identity,  if  desired  by  the 
subject,  of  any  person  who  is  the  subject  of  an  inquiry  that 
is  terminated  without  triggering  an  investigation  or  any 
person  for  whom  an  investigation  fails  to  confirm 
misconduct.  Also,  to  the  extent  permitted  by  law,  it  is  PHS 
policy  to  protect  the  identities,  if  desired  by  the  persons 
affected,  of  those  who  in  good  faith  report  apparent 
misconduct  or  furnish  information  about  such  apparent 
misconduct . 

PROCEDURES 


Reporting  of  Possible  Misconduct 

1.  PHS  staff  who  receive  a report  or  suspect  an  instance 
of  possible  misconduct  shall  immediately  and 
confidentially  inform  the  OSI  and  the  component  level 
MPO.  The  component-level  MPO  will  then  notify  the 
director  of  the  awarding  component  and  the  agency  MPO. 
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Documentation  regarding  possible  scientific  misconduct 
should  not  be  placed  in  the  official  grant  file. 

The  awarding  component's  MPO  should  document  and 
assemble  all  information  the  component  has  received  or 
that  is  deemed  to  be  important  to  the  full 
understanding  of  the  possible  misconduct,  and  should 
forward  all  such  information  immediately  to  the  OSI. 

To  the  extent  possible,  the  identity  of  informants  who 
do  not  wish  to  be  known  will  be  kept  confidential. 

During  the  conduct  of  the  initial  review  of 
applications,  the  Initial  Review  Group  (IRG)  may 
identify  instances  of  suspected  or  possible  misconduct, 
e.g.,  suspicions  regarding  possible  plagiarism  or 
questionable  data  in  support  of  the  proposed  research. 

The  Executive  Secretary  of  the  IRG,  in  consultation 
with  the  IRG  chairperson  and  Section  Chief  (or 
Institute,  Center  or  Division  [ICD]  Review  Branch 
Chief)  as  necessary,  must  first  determine,  from  the 
discussions  of  the  IRG,  if  the  review  may  proceed. 
Generally,  what  appears  to  be  a relatively  “minor" 
impropriety  such  as  the  unattributed  use  of  small 
amounts  of  textbook  material  in  the  Background  section 


of  the  application  would  not  prevent  the  IRG  from 
providing  a fair  review.  The  general  principle  is  that 
if  the  IRG  is  able  to  provide  an  unbiased 
technical/scientific  merit  review,  unaffected  by  the 
suspicions  of  misconduct,  it  should  do  so. 

Subsequently,  the  concerns  of  the  IRG  will  be  forwarded 
by  the  Executive  Secretary  to  the  OS I and  the  cognizant 
MPO  for  resolution. 

In  all  such  cases  of  suspected  misconduct,  it  is 
essential  that  the  Executive  Secretary  stress  to  the 
reviewers  the  seriousness  of  such  allegations  and  the 
potential  harm  that  may  result  if  confidentiality  is 
not  strictly  maintained.  In  addition,  it  is  important 
for  the  Executive  Secretary  to  assure  the  consultants 
that  the  suspicions  identified  will  be  taken  seriously 
and  pursued  by  the  PHS. 

In  no  instance  shall  the  Executive  Secretary  or  an  IRG 
member  communicate  the  IRG's  concerns  to  the  principal 
investigator  or  applicant  institution.  Instead, 
immediately  following  the  initial  review  group  meeting, 
it  is  the  responsibility  of  the  Executive  Secretary  to 
communicate  these  concerns  to  the  OS I and  the  cognizant 
MPO.  As  soon  as  possible  thereafter,  formal  written 
communication  of  the  concerns  and  the  precise  details 
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of  the  IRG  discussion  will  be  forwarded  to  the  OSI  by 
the  Executive  Secretary  through  the  Section  Chief  (or 
ICD  Review  Branch  Chief ) and  the  cognizant  MPO . Any 
subsequent  communications  with  the  principal 
investigator  and/or  applicant  institution  will  be  done 
only  through  the  OSI . 

It  is  important  that  the  preparation  of  the  summary 
statement  be  carefully  monitored  by  the  Section  Chief 
(or  the  ICD  Review  Branch  Chief)/  in  consultation  with 
the  OSI,  to  ensure  that  only  appropriate  details  of  the 
IRG's  concerns  are  expressed  in  that  document.  In 
addition/  the  Executive  Secretary  should  carefully 
monitor  the  priority  scoring  of  the  reviewers  for  that 
application.  If  it  appears  that  the  scoring  has  been 
influenced  by  concerns  of  possible  misconduct,  the 
Executive  Secretary,  in  consultation  with  the  Section 
Chief  (or  ICD  Review  Branch  Chief)  and  the  OSI,  should 
administratively  defer  the  application  for  resolution 
of  the  identified  issues. 


During  the  conduct  of  the  initial  review,  if  it  is 
determined  that  a fair  review  of  an  application  cannot 
be  carried  out  because  of  the  existence  of  reviewers' 
concerns  about  possible  misconduct,  immediate  deferral 
of  the  application  is  the  correct  course  of  action. 
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The  procedures  for  notifying  the  OSI  and  the  MPO  are  < 

the  same  as  outlined  above.  The  OSI  will  attempt  to 

resolve  the  concerns  so  that  the  review  may  be 

completed  during  the  next  review  cycle.  If  the  IRG's 

concerns  are  subsequently  allayed,  review  of  the 

application  should  proceed  to  conclusion  at  a 

subsequent  meeting.  However,  if  the  concerns  remain, 

and  if  it  is  not  appropriate  or  possible  for  the  review 

to  proceed,  the  application  should  be  deferred  while 

the  OSI  proceeds  with  the  necessary  steps  to  examine 

the  identified  issues. 

5.  The  OSI  will  gather  all  pertinent  information  available 
within  the  Federal  sector  and  review  all  information 
available  on  the  reported  possible  misconduct  to 
determine  if  the  matter  appears  to  fall  under  the 
responsibility  of  the  OSI  and  whether  substantive 
information  is  available  to  warrant  further  action. 

When  the  OSI  is  not  responsible  for  all  or  parts  of  the 
matter,  it  will  be  transferred  to  the  appropriate 
agency  or  office  for  further  evaluation  and  possible 
action.  If  the  information  reveals  a possible 
situation  of  misconduct,  it  will  be  referred  to  the 
extramural  institution  for  action  under  the  provisions 
of  the  Final  Rule,  or  pursued  directly  by  the  OSI. 

( 
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6. 


The  OSI,  in  consultation  with  other  offices  as 
appropriate,  will  review  all  reports  and  allegations  to 
determine  if  there  is  a possibility  of  criminal 
misconduct.  If  this  possibility  exists,  the  OSI  shall 
ensure  that  the  matter  is  referred  through  appropriate 
channels  to  the  OIG  and  shall  coordinate  efforts  if  a 
related  investigation  is  initiated.  If  the  applicant/ 
awardee  institution  obtains  a reasonable  indication  of 
possible  criminal  violations,  the  OSI  must  be  informed 
within  24  hours.  OSI  will  immediately  notify  the  OIG. 

Inquiries 

1.  If  an  allegation  is  brought  to  the  attention  of  an 
institution,  and  it  conducts  an  inquiry  that  indicates 
there  is  no  need  for  an  investigation,  there  is  no 
requirement  that  this  be  reported  to  the  OSI. 

2.  If  an  allegation  is  brought  to  the  attention  of  the 
OSI,  and  an  inquiry  is  warranted,  the  OSI  shall 
determine  if  the  applicant/awardee  institution  or  the 
OSI  will  conduct  the  inquiry.  Generally,  the 
institution  will  be  expected  to  carry  out  this 
responsibility,  but  if  there  is  reason  in  a particular 
case  to  question  the  willingness  or  ability  of  the 
institution  to  conduct  a thorough  and  fair  inquiry. 
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then  the  OS I will  conduct  the  inquiry.  In  such 
instances,  the  rationale  for  this  decision  will  be 
documented  in  the  case  file.  If  the  institution 
conducts  the  inquiry  at  the  request  of  the  OS I,  a copy 
of  the  inquiry  report  shall  be  provided  to  the  OS I as 
soon  as  it  is  completed. 

3.  When  OSI  conducts  an  inquiry  or  requests  an  institution 
to  do  so,  the  OSI  shall  direct  that  a search  be  made  to 
identify  all  ongoing  or  pending  PHS' awards  or 
applications  involved  in  the  case  so  that:  (a)  as 
appropriate,  all  awarding  components  within  each  agency 
potentially  involved,  including  review  staff,  may  be 
informed;  and  (b)  the  potential  effects  of  any 
misconduct  on  the  institution's  or  investigator's 
eligibility  for  ongoing  or  pending  research  support  is 
duly  considered. 

4.  As  a general  rule,  no  more  than  60  days  should  elapse 
between  the  reporting  of  an  instance  of  possible 
misconduct  and  the  completion  of  an  inquiry,  whether 
the  inquiry  is  conducted  by  the  institution  or  the  OSI. 
However,  in  some  circumstances  60  days  may  not  be 
sufficient  time.  If  the  inquiry  takes  longer  than  60 
days  to  complete,  the  record  of  the  inquiry  shall 
include  documentation  of  the  reasons  for  exceeding  the 
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60-day  period.  At  the  conclusion  of  an  inquiry 
conducted  by  the  OS I,  the  determination  as  to  whether 
to  proceed  with  an  investigation  shall  be  documented. 

In  the  case  of  a report  of  an  inquiry  conducted  by  an 
institution  at  the  request  of  the  OSI,  the  OSI  will 
review  the  Inquiry  Report  for  objectivity,  thoroughness 
and  fairness.  If  the  OSI  accepts  an  institutional 
inquiry  finding  that  an  investigation  is  not  warranted, 
that  decision  shall  be  documented  and  the  institution 
appropriately  notified. 

The  determination  of  whether  an  inquiry  justifies  a 
formal  investigation  will  be  made  on  a case-by-case 
basis,  and  will  require  an  assessment  of  the  following 

factors : 

(a)  an  evaluation  of  the  composition  of  the 
institution's  inquiry  panel  for  scientific 
expertise  and  objectivity; 

(b)  the  accuracy  and  reliability  of  the  source  of 
information  about  the  possible  misconduct; 

(c)  the  scope  of  the  incident(s)  and  the  context  in 
which  it  ( they ) became  known ; 
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(d)  the  extent  to  which  the  alleged  misconduct  was 
thoroughly  and  expertly  reviewed; 

(e)  explanations  and  information,  if  any,  provided  by 
the  subject(s)  of  the  inquiry  or  other  individuals 
interviewed; 

(f)  other  information  developed  during  the  inquiry; 
and 

(g)  the  weight  of  the  evidence. 

The  OS  I will  keep  the  cognizant  agency  and  component  MPOs 
fully  informed  of  its  decisions  with  respect  to  the  need  for 
an  inquiry  or  investigation. 

Investigations 

1.  When  an  awardee  institution  intends  to  initiate  an 

investigation,  the  institution  must  immediately  notify 
the  OSI.  The  OSI  generally  will  defer  formal  fact- 
finding of  its  own  pending  receipt  of  the  results  of 
the  institutional  investigation.  In  such  instances, 
the  OSI  shall  request  and  review  the  institution's 
policies  and  procedures  for  dealing  with  possible 
scientific  misconduct.  The  OSI  will  work  with  the 
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institution  as  necessary  to  assist  it  in  planning  and 
carrying  out  an  objective  and  thorough  investigation. 

When  the  OSI  decides  to  initiate  an  investigation, 
individuals  that  are  to  be  investigated,  and  their 
institutions  will  be.  notified  immediately  in  writing  by 
the  OSI.  The  written  notification  will  include 
identification  of  the  issues  that  are  the  focus  of  the 
investigation,  together  with  a description  of  the 
process  by  which  the  investigation*  will  be  conducted. 
The  respondent  will  be  informed  of  the  rights  to  which 
he/she  is  entitled;  the  institution  will  be  advised 
about  the  responsibilities  of  an  applicant /grantee 
institution  relative  to  the  OSI  investigation. 

As  a general  rule,  every  reasonable  effort  should  be 
made  to  complete  an  investigation  and  the  report  of 
findings  within  120  days  of  initiation  of  the 
investigation.  This  time  frame  will,  however,  depend 
heavily  on  such  factors  as  whether  or  not  the  instance 
of  possible  misconduct  was  an  isolated  event  or  part  of 
a repeated  pattern,  whether  the  subject  has  already 
admitted  culpability  or  disputes  the  allegations  or 
other  information  suggesting  his/her  culpability,  and 
other  circumstances  and  complexities  that  may  require 
time-consuming  pursuit  of  facts.  If  an  institution's 


investigation  and  the  attendant  report  of  findings 
cannot  be  completed  in  120  days,  the  institution  must 
notify  the  OSI  and  request  an  extension.  If  an  OSI 
investigation  cannot  be  completed  within  120  days,  an 
interim  report  and  an  estimated  schedule  for  completion 
of  the  final  report  must  be  prepared  for  the  case  file 
with  a copy  to  the  OSIR,  at  the  12 0-day  point.  In  both 
instances,  a status  report  must  be  provided  (by  the 
institution  to  the  OSI;  by  the  OSI  to  the  case  file) 
every  60  days  thereafter  until  the* fceport  of 
investigative  findings  is  completed. 

4.  If  the  matter  involves  an  investigation  of  scientific 
misconduct  and  a concurrent  investigation  of  criminal 
or  other  allegations  is  conducted  by  the  Department  of 
Justice,  the  Federal  Bureau  of  Investigation  or  the 
Office  of  the  Inspector  General  (OIG),  without  the 
knowledge  of  the  individual  or  institution,  the  OSI 
will  consult  with  the  agency's  unit  in  whose 
jurisdiction  the  case  falls,  and  will  notify  both  the 
awarding  component's  MPO  and  its  director  as  to  what 
information,  if  any,  may  be  disclosed  to  the  subject(s) 
of  the  investigation.  Disclosure  should  be  made  only 
after  consultation  with  the  OSI  and  appropriate  OIG  or 
other  law  enforcement  officials.  Depending  upon  the 
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circumstances,,  the  OSI  may  suspend  or  terminate  its 
investigation  in  favor  of  the  concurrent  investigation. 

At  the  time  of  the  decision  to  conduct  an 
investigation,  the  OSI  shall  enter  the  name  under 
investigation  and  the  name  of  the  relevant 
institution ( s ) in  the  "PHS  ALERT"  (see  Grants 
Administration  Manual  [GAM]  Part  712). 

The  methods  and  procedures  for  conducting  an 
investigation  will  necessarily  vary  depending  on  a 
number  of  factors,  including  but  not  limited  to:  (a) 
the  nature  of  the  allegation/evidence;  (b)  the 
source(s)  of  information;  (c)  the  extent  to  which  a 
pending  application  or  current  award(s)  may  be 
involved;  (d)  whether  an  awardee  institution  has 
already  conducted  and  documented  its  own  investigation, 
and  the  extent  to  which  documentation  is  available; 

(e)  the  degree  of  publicity  associated  with  the  case; 
and  (f)  any  involvement  of  law  enforcement  agencies. 

An  investigation  may  consist  of  a combination  of 
activities  such  as,  but  not  limited  to: 


(a)  review  of  readily  available  documents  that,  the 
agency  has  already  received  from  involved 
individuals  and/or  the  institution; 


(b)  review  of  documents  from  the  awarding  component, 
the  awardee  institution  or  elsewhere; 

(c)  review  of  administrative  procedures  and/or  methods 
at  the  awardee  institution,  including  whatever 
investigative  process  the  institution  followed  in 
dealing  with  the  instance  at  hand; 


(d)  inspection  of  laboratory  or  clinical  facilities, 
research  materials,  and/or  administrative  records 
at  the  awardee  institution; 


(e)  interviewing  parties  involved  in  or  knowledgeable 
about  the  case;  and 


(f)  promptly  obtaining  and  evaluating  original  primary 
data  that  form  the  basis  for  formal  reports  or  are 
used  as  preliminary  data  on  PHS  applications. 
(Normally,  institutions  will  be  asked  to  promptly 
secure  the  original  primary  data,  providing  the 
investigator  reasonable,  but  controlled,  access  to 
that  data . ) 
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8. 


The  draft  report  must  be  made  available  to  the 
subject(s)  of  the  investigation  (and,  in  the  case  of  an 
OSI  investigation,  to  cognizant  institutional 
officials)  who  will  be  given  30  days  to  review  and 
comment  on  it.  Extension  of  the  30-day  period  may  be 
granted  if  circumstances  warrant.  Such  comments  may  be 
appended  to  the  investigative  report,  but  any  material 
that  would  constitute  an  unwarranted  invasion  of 
privacy  will  be  deleted.  Comments  •will  be  given  full 
consideration,  and  where  appropriate,  the  investigative 
report  will  be  revised  or  expanded.  In  addition,  the 
subject(s)  of  the  investigation  will  be  given  an 
opportunity  to  comment  on  proposed  sanctions. 


If  they  can  be  identified,  the  person(s)  who  raised  the 
allegation  should  be  provided  with  the  draft 
investigative  report,  and  provided  an  opportunity  to 
review  and  comment  on  it. 


9 . The  OSI  shall  be  responsible  for  ensuring  that 
appropriate  consultation  takes  place  among 
representatives  of  the  involved  awarding  component ( s ) , 
OGC,  review  staff  and  any  other  involved  offices  or 
agencies . 
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10.  If  outside  consultants  are  to  be  asked  to  participate 
in  an  OSI  investigation  as  panel  members , as  site 
visitors  to  the  awardee  institution,,  or  in  some  other 
capacity,  they  must  be  appointed  in  a manner  that 
ensures  the  official  nature  of  their  involvement  and 
provides  them  with  such  legal  protection  as  are 
available  to  Federal  employees. 

INTERIM  ADMINISTRATIVE  ACTIONS  (for  pending  applications  and 
active  grants ) ; 

1.  Prior  to  completion  of  an  investigation  by  either  the 
OSI  or  the  applicant/awardee  institution,  the 
component-level  MPO  may  recommend  to  the  director  of 
the  awarding  component  that  interim  administrative 
actions  be  taken  to  protect  the  welfare  of  human  or 
animal  subjects  of  research,  prevent  inappropriate  use 
of  federal  funds,  or  otherwise  protect  the  public 
interest  and  safety.  This  recommendation  shall  be  made 
only  after  consultation  with  the  OSI,  OGC,  the  agency 
MPO,  and  senior  grants  or  contract  management 
officials . 

Actions  whose  scope  is  limited  to  a single  agency's 
transactions,  e.g.,  restrictions  on  appointments  to 
advisory  committees  or  imposition  of  special  terms  or 
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conditions  on  an  award,  are  ordinarily  not  appropriate 
for  disclosure  to  PKS  staff  who  do  not  have  a clear 
need  to  know  about  them. 

Interim  actions  affecting  more  than  one  awarding 
component  should  be  discussed  with  the  agency  head(s). 

If  an  investigation  is  being  conducted  by  a law 
enforcement  agency  or  the  OIG,  the  MPO  should: 

(a)  consult  with  OS  I and  OGC  before,  recommending  any 
action  that  might  disclose  or  otherwise  compromise  the 
investigation  and  (b)  consult  with  the  OSI,  OGC,  and 
OIG  prior  to  implementing  any  administrative  actions. 

The  following  principles  should  guide  the  selection  of 
any  interim  administrative  actions: 

(a)  Interim  actions  generally  should  be  taken  only 
after  it  has  been  determined  that  a formal 
investigation  is  warranted. 

(b)  Any  interim  restriction  should  be  taken  with  a 
view  toward  protecting  the  rights  of  all  involved 
parties  and  minimizing  disruption  to  the  project, 
the  institution,  and  the  activities  of  those 
involved  in  the  project.  It  is  particularly 


important  to  assure  the  proper  use  of  public 
funds,  i.e.,  to  assure  the  fitness  of  the 
investigator  to  carry  out  PHS-supported  research. 
Any  interim  action  must  comply  with  the  procedures 
that  would  normally  apply  to  that  action, 
including  appropriate  notification  to  the 
institution . 

(c)  Interim  action  should  be  taken  promptly  if  an 
investigation  reveals  serious-  failure  to  comply 
with  the  requirements  for  the  protection  of  human 
or  animal  subjects,  or  the  welfare  of  such 
subjects  of  research  is  or  has  been  jeopardized. 

In  such  cases,  the  OSI  will  consult  immediately 
with  OPRR  to  determine  how  the  human  and/or  animal 
subjects  issues  will  be  handled. 

(d)  An  interim  action  may  be  taken  when  additional 
information  developed  during  the  course  of  an 
investigation  indicates  the  need  for  such  action. 
Temporary  restrictions  that  are  imposed  should  be 
reviewed  periodically  and  modified,  if  warranted 
by  additional  facts  or  findings. 

Interim  administrative  actions  may  include,  but  are  not 

limited  to,  the  following: 


(a)  total  or  partial  suspension  of  an  award  in 
accordance  with  45  CFR  Part  74.114; 


(b)  total  or  partial  suspension  of  eligibility  for 
financial  assistance  (grants  or  cooperative 
agreements)  in  accordance  with  DHHS  debarment 
regulations  (45  CFR  Part  76)  and  for  contracts  in 
accordance  with  applicable  regulations  (48  CFR 
Part  9,  Subpart  9.4)  and  (48  CFR  Part  309,  Subpart 
309.4) . 


(c) 


proscription  or  restriction  of  certain  research 
activities,  e.g. , restrictions  to  protect  any 
human  or  animal  subjects  of  research  whose  welfare 
may  be  in  jeopardy  such  action  to  be  taken  in 
accordance  with  respectively,  45  CFR  Part  46  and 
the  PHS  Policy  on  the  Humane  Care  and  Use  of 
Laboratory  Animals. 


(d)  requirement  for  special  certification,  assurances 
or  other  administrative  arrangements  to  ensure 
that  specific  activities  are  carried  out  in 
conformity  with  standards  for  responsible  conduct 
of  research  and/or  compliance  with  applicable 
regulations  or  terms  of  the  award; 
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(e)  more  restrictive  requirements  for  prior  approval; 

(f)  deferral  of  funding  a noncompeting  grant  or 
cooperative  agreement; 

(g)  delay  of  award  of  a competing  grant  or  cooperative 
agreement ; 

(h)  delaying  a contract  award;  and; 

(i)  restriction  or  suspension  of  the  use  of 
individuals  under  investigation  as  advisors  or 
consultants  to  the  agency. 

4.  All  interim  administrative  actions  that  are  taken,  and 
the  reasons  for  taking  them,  must  be  fully  and  promptly 
recorded  in  the  investigative  files  of  the  OSI. 
Information  recorded  in  the  official  grant  or  contract 
files  shall  be  limited  to  the  minimum  necessary  to 
implement  the  action(s)  and  maintain  confidentiality. 

POST- INVESTIGATIONAL  ACTIONS 

1.  Upon  completion  of  an  institution's  investigation,  the 
OSI  will  review  the  investigative  report  and  supporting 
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documentation  to  determine  if  the  investigation  was 
thorough,  objective,  and  fair  and  was  conducted  in 
accordance  with  the  provisions  of  the  Final  Rule*  If 
the  OSI  finds  that  these  requirements  were  not  met,  the 
OSI  may  request  the  institution  to  provide  additional 
information  or  to  pursue  further  its  investigation.  If 
necessary,  the  OSI  will  initiate  its  own  investigation. 

Upon  completion  of  an  OSI  investigation,  the 
investigative  team,  after  receiving  comments  on  a 
"draft  report*  and  proposed  sanctions,  as  appropriate, 
from  the  complainant,  respondent (s).,  and  institution(s) 
shall  prepare  a final  written  report  summarizing  its 
findings . This  report  shall  be  provided  to  the 
cognizant  HFO(s)  and  (where  appropriate)  the 
director(s)  of  the  awarding  component(s)  for  review  and 
comment.  The  report,  and  any  essential  documentation 
to  support  the  findings,  together  with  the  OSI 
recommendations  for  disposition  of  the  case,  including 
sanctions,  where  appropriate,  will  then  be  forwarded  to 
the  OSIR. 

If  there  is  an  ongoing  related  law  enforcement 
investigation,  the  OSI  will  provide  the  OIG  an 
opportunity  to  review  the  report  prior  to  releasing  it. 


In  the  case  of  an  investigation  conducted  by  an 
institution,  the  OSI  shall  review  the  investigative 
report  and  will  consult  with  the  cognizant  MPO(s),  OGC, 
and . other  appropriate  individuals  to  determine  if  the 
findings  of  the  report  should  be  accepted,  and  when 
misconduct  is  found,  to  formulate  recommendations  for 
sanctions  or  other  appropriate  actions. 

The  OSI  will  assemble  a panel  consisting  of  the 
Director,  OSI,  Deputy  Director, OSI >.  and  agency  and/or 
component-level  MPOs  (including  both  the  directly 
responsible  MPOs  and  MPOs  not  directly  involved)  to 
evaluate  the  findings  of  the  investigation  and  where 
appropriate,  to  make  recommendations  for  sanctions. 

The  Director,  OSI,  may  add  other  senior  agency 
officials  or  other  individuals  to  the  panel  as 
appropriate  to  accommodate  the  complexity  and 
seriousness  of  the  situation.  The  OSI  will  prepare  a 
decision  memorandum  regarding  disposition  of  the  case, 
and  will  forward  this  memorandum  and  the  proposed  final 
report  of  investigative  findings  for  concurrence  to  the 
Director,  OSIR,  routed  through  the  agency  head. 

OSIR  will  independently  review  the  proposed  final 
report  and  recommendations  prepared  by  OSI,  any 
comments , rebuttal  and  relevant  documentation  submitted 


by  the  subject(s)  of  the  investigation,  and  any  other 
documentation  from  the  OSI  file  deemed  material  by 
OSIR,  in  determining  whether  to  concur  with  the 
proposed  report  and  recommendations.  OSIR  may  request 
that  OSI  provide  additional  information  or  reopen  an 
investigation,  if  warranted,  or  ask  OSI  to  communicate 
directly  with  the  subject(s)  of  the  investigation  if 
there  are  any  questions  regarding  comments  or 
documentation  submitted  by  the  subject(s)  or  other 
parties  to  the  investigation.  If  OSIR  does  not  agree 
with  any  part  of  the  report  or  recommendations,  it  will 
consult  with  OSI  regarding  any  needed  modifications  to 
the  report  and  recommendations.  Following  this  review, 
OSIR  will  prepare  a decision  memo  for  the  ASH, 
containing  final  recommendations  regarding 
investigative  findings  and  sanctions  for  those  found 
culpable  of  scientific  misconduct.  Any  proposed 
debarment  must  also  be  approved  by  ASMB. 

An  investigation  is  not  considered  closed  until 
concurrence  with  the  OSI  recommendations  has  been 
obtained  from  the  OSIR,  final  decisions  have  been  made 
by  the  ASH  regarding  sanctions  (if  any),  and  the 
subjects (s)  of  the  investigation  and  cognizant 
institutional  officials  have  been  notified  in  writing 


about  the  outcome  of  the  investigation.  Notification 
shall  be  made  by  the  Director,  OSI. 

8 . When  an  investigation  confirms  an  instance  of. 

misconduct,  the  following  procedures  shall  apply: 

(a)  When  the  ASH  has  taken  final  action  on  the 

investigation,  the  OSI  will  notify  in  writing  the 
subject(s)  of  the  investigation,  his/her  immediate 
supervisor  and  appropriate  institutional 
official(s)  of  the  disposition  of  the  case. 

If  the  case  involves  an  OSI  review  of  an 
institutional  investigation,  the  notification 
shall  include  the  decision  memoranda  prepared  by 
OSI  find  OSIR,  and  the  sanctions  imposed  by  the 
ASH.  If  a debarment  is  involved,  the  notification 
shall  explain  the  debarment  process. 

If  the  case  involves  an  OSI  investigation,  the 
notification  shall  include  the  final  report  and 
decision  memorandum  prepared  by  OSI,  the  decision 
memorandum  prepared  by  OSIR,  and  the  sanctions 
imposed  by  the  ASH.  If  a debarment  is  involved, 
the  notification  shall  explain  the  debarment 
process. 
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(b)  OSI  shall  provide  a copy  of  the  notification  to 
the  component-level  and  agency-level  MPO(s),  the 
director  of  the  awarding  component,  the  person 
making  the  allegation  (if  known),  and  members  of 
the  OSI  investigative  team,  if  any. 

(c)  The  director  of  the  awarding  component  shall 
terminate  any  interim  administration  actions 
imposed  during  the  investigation  and  apply  the 
s emotions  approved  by  the  ASH. 

(d)  The  OSI  shall  ensure  that  PHS  ALERT  system  file(s) 
on  the  case  are  updated  for  the  duration  of  any 
approved  sanctions . 

(e)  The  OSI  shall  prepare  a notice  that  identifies 
publications  found  in  the  investigation  to  require 
correction  or  retraction  for  publication  in  the 
Federal  Register  and  the  NIH  Guide  for  Grants  and 
Contracts . 

(f)  Except  in  extraordinary  instances,  the  OSI  shall 
prepare  for  publication  in  the  Federal  Register  a 
notice  about  the  misconduct  findings,  including 
information  on  the  individual ( s ) found  to  have 
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engaged  in  misconduct,  the  nature  of  the 
misconduct,  the  relevant  institution ( s ) , and  the 
PHS  sanctions  imposed.  Such  publication  will  be 
carried  out  only  after  a case  is  closed,  and  after 
completion  of  any  debarment  proceeding. 


When  an  investigation  fails  to  confirm  an  instance  of 
misconduct , the  following  procedures  shall  apply: 

(a)  After  concurrence  from  the  OSIR  has  been  received, 
the  OSI  shall  notify  in  writing  the  subject(s)  of 
the  investigation,  and  appropriate  institutional 
official(s) . 

If  the  case  involves  an  OSI  review  of  an 
institutional  investigation,  the  notification 
shall  include  the  decision  memorandum  prepared  by 
OSI  for  OSIR  concurrence. 

If  the  case  involves  an  OSI  investigation,  the 
notification  shall  include  the  OSI  report  of  the 
investigation  and  the  decision  memorandum  prepared 
by  OSI  for  the  OSIR  concurrence. 


) (b)  The  OS  I shall  provide  a copy  of  the  notification 

to  the  component- level  and  agency- level  MPO(s); 
the  director  of  the  awarding  component;  the  person 
making  the  allegation  (if  known);  and  members  of 
the  OS I investigative  team,  if  any. 

(c)  The  director  of  the  awarding  component  shall 
terminate  any  existing  interim  administration 
actions . 


(d)  The  OSI  shall  ensure  that  any  files  created  on  the 
case  are  removed  from  the  PHS  ALERT  System. 

^ (e)  If  a competing  application  or  proposal  is  pending 

or  anticipated  in  the  near  future,  the  component- 
level  MPO  will  consult  with  the  OSI  and  officials 
responsible  for  review  in  order  to  identify  any 
actions  needed  to  ensure  the  objectivity  of  the 
review,  e.g.,  informing  the  Executive  Secretary 
and  reviewers  of  the  outcome  of  the  investigation. 
Generally,  such  an  action  should  be  taken  only  if 
there  is  reason  to  believe  that  reviewers  have 
received  incomplete  or  misleading  information 
about  the  case,  or  have  knowledge  of  the  alleged 
misconduct  from  other  sources. 

i 
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(f)  The  OS I may  prepare  a notice  on  the  findings  and 
final  disposition  of  the  case  for  publication  in 
the  Federal  Register  if  the  accused  desires  such 
action . 

(g)  The  OSIR  shall  prepare  a case  summary  for  the  ASH. 

SANCTIONS 


Factors  that  should  be  considered  in  determining  appropriate 
sanctions  include  but  are  not  limited  to  the  following: 

(a)  need  for  reasonable  consistency  in  the  application 
of  sanctions , i.e. , violations  of  the  same  type  or 
degree  generally  would  call  for  the  same  kind  of 
sanction(s) ; 

(b)  the  nature  of  the  misconduct,  i.e.,  was  the 
violation  deliberate,  the  result  of  carelessness, 
or  was  it  caused  by  factors  that  might  not  have 
been  reasonably  foreseen  or  controlled?; 

(c)  whether  the  incident  of  misconduct  was  an  isolated 
event  or  part  of  a pattern;  and 


(d)  t.he  degree  of  seriousness  or  gravity  of  the 
violation  (e.g.,  were  data  fabricated  or 
falsified?  was  human  life  or  well-being 
jeopardized?). 

The  sanctions  listed  below  are  not  all-inclusive,  and  are 
provided  for  guidance.  They  are  classified  by  degree  of 
severity,  ranging  from  those  that  constitute  minimal 
restrictions  (Group  I)  to  those  that  arc  the  most 
restrictive  (Group  III).  They  do  not  include  possible 
criminal  sanctions  and/or  civil  monetary  penalties,  which 
may  be  applicable  in  some  cases.  In  addition  to  the 
following  sanctions,  PHS  may  also  recover  funds  if  they  were 
expended  for  research  that  was  fabricated,  falsified  or 
otherwise  invalid  because  of  misconduct  in  science  and 
recovery  from  the  institution  is  otherwise  deemed 
appropriate.  Such  recovery  may  be  sought  through  cost 
disallowances,  negotiation  with  the  institution,  offset 
against  other  PHS  grants  to  the  institution  or  through  a 
civil  recovery  action  in  Federal  Court. 

Group  I Sanctions 

o Send  a letter  of  reprimand  for  improper  action  to  the 
individual  and/or  institution. 


o 


Require,  for  a specified  period  of  time,  that  an 
individual,  department,  and/or  institution  obtain  from 
the  funding  agency  special  prior  approval  of  particular 
activities  as  a condition  of  award. 

o Require,  for  a specified  period  of  time,  that  an 

institutional  official  other  than  the  individual  found 
culpable  of  misconduct  certify  the  accuracy  and 
integrity  of  information  provided  in  applications 
and/or  reports  generated  under  an  award. 

o Require,  for  a specified  period  of  time,  for  any 

application  or  award,  that  the  institution  must  provide 
a plan  for  supervision  or  oversight  of  scientific 
activities  of  the  individual  found  guilty  of 
misconduct. 

Group  II  Sanctions 

o Restrict,  for  a specified  period  of  time,  specific 

activities  or  expenditures  under  an  active  award(s). 

o Require,  for  a specified  period  of  time,  special 

reviews  of  all  requests  for  funding  from  the  affected 
individual  and/or  institution  to  ensure  that  all 
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I 


reasonable  steps  have  been  taken  to  prevent  repetition 
of  the  misconduct. 


o Prohibit  participation  of  involved  individuals  on  peer 
review  committees , advisory  groups  or  in  other  related 
PHS  activities  for  a specified  period  of  time. 

Group  III  Sanctions 

o Immediately  suspend/terminate  (an) •'active  award(s). 

o Withhold  funding  for  specific  future  non-competing 
grants  or  contracts. 

i 

o Debar  or  suspend  the  individual,  department,  and/or 

institution  for  a specified  period  of  time,  declaring 
them  ineligible  for  any  participation  in  Federal 
grants,  cooperative  agreements  or  contracts.  (This 
action  may  be  taken  only  by  the  Deputy  Assistant 
Secretary  for  Procurement,  Assistance,  and  Logistics, 
OS. ) 

SHARING  OF  PHS  FINDINGS  OF  MISCONDUCT 

1.  The  PHS  ALERT  should  be  used  to  implement  post- 

investigational  sanctions.  Information  retained  in  the 
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official  grant  or  contract  file  shall  be  limited  to  the  < 

minimum  necessary  to  implement  the  action(s),  in  order  to 
avoid  unintended  damage  to  individual  reputations  and 
prospects  for  funding.  More  detailed  information  will  be 
maintained  by  the  OS I. 

2.  To  ensure  timely  notice  to  the  scientific  community,  the  OS  I 
shall  prepare  a notice  for  publication  in  the  Federal 
Register  and  the  NIH  Guide  for  Grants  and  Contracts 
identifying  any  publications  found  in  a • formal  investigation 
to  require  correction  or  retraction.  These  notices  will  be 

' indexed  by  the  National  Library  of  Medicine  in  the 
"comments"  section  of  its  Medline  service. 

£ 

3.  The  OSI  will  also  prepare  a notice  about  the  misconduct 
findings,  including  information  on  the  individual ( s ) found 
to  have  engaged  in  misconduct,  the  nature  of  the  misconduct 
and  the  relevant  institution (s ) [as  noted  in  7(f)  under 
POST-INVESTIGATIONAL  ACTIONS]. 

4.  The  OSI  may  share  investigational  findings,  including 
associated  commentaries /rebuttals  from  the  involved 
individual ( s ) , department ( s ) , and/or  institution ( s ) , with 
other  PHS  agencies,  HHS  agencies  and  non  Federal  agencies  or 
organizations,  e.g.,  licensing  boards,  professional 

associations  and  journals,  in  accordance  with  the  relevant  ^ 
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provisions  cf  the  Privacy  Act,  Privacy  Act  System  notice 
(pending  publication) , and  the  Freedom  of  Information  Act. 
These  actions  should  be  reserved  for  cases  of  confirmed 
misconduct  in  which  the  seriousness  of  the  misconduct,  e.g., 
widespread  dissemination  of  fabricated  research  findings, 
warrants  sharing  of  information  about  the  involved 
individual ( s ) and/or  institution(s)  with  other  Federal  or 
non-Federal  groups  and/or  organizations.  These  actions 
should  not  be  considered  as  mandatory,  but  as  optional 
actions  that  might  be  taken  when  the  circumstances  warrant. 
Decisions  concerning  such  actions  should  be  made  jointly  by 
the  OSI  and  OSIR,  in  consultation  with  the  cognizant  MPO(s). 


PROTECTION  OF  RECORDS  FROM  RELEASE  UNDER  THE  FOIA  (See  also 
"Policy"  item  12) 


1.  While  an  inquiry  and/or  investigation  is  pending,  all 
records  will  be  withheld  from  disclosure  to  the  extent 
permitted  by  the  FOIA.  An  inquiry  is  considered  closed  when 
a finding  is  made  by  the  OSI  that  no  investigation  is 
warranted  and  that  finding  is  communicated  in  writing  to  the 
subject(s)  of  the  inquiry.  An  inquiry  also  is  considered 
closed  when  a decision  is  made  to  conduct  an  investigation. 
However,  the  inquiry  records  automatically  become  part  of 
the  investigation  records,  and  thus,  are  handled  as 
indicated  below. 
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An  investigation  is  considered  closed  when  one  of  the 
following  events  occurs: 

(a)  The  investigative  findings  fail  to  confirm  misconduct, 
and  the  subject(s)  of  the  investigation  are  notified  in 
writing  of  that  finding. 

(b)  The  investigative  findings  confirm  misconduct;  all 
final  actions  on  the  imposition  of;  sanctions,  including 
debarment  if  proposed,  are  completed;  and  the  findings 
and  final  decisions  are  communicated  in  writing  to  the 
subject(s)  of  the  investigation  and  the  institution 
involved  in  the  investigation.  An  investigation  will 
not  be  considered  closed  where  a civil  recovery  action 
or  criminal  prosecution  is  proposed,  and  the  Department 
of  Justice  or  the  Office  of  the  Inspector  General  has 
requested  that  the  confidentiality  of  the  records  be 
maintained . 

Records  of  closed  inquiries  will  be  withheld  from  disclosure 
to  the  extent  permitted  by  the  FOIA,  unless  a written 
request  or  written  consent  for  disclosure  is  made  by  the 
subject(s)  of  the  inquiry. 


Records  of  closed  investigations  in  which  there  is  not  a 
finding  of  scientific  misconduct  will  be  withheld  to  the 
extent  permitted  by  the  FOIA,  unless  a written  request  or 
written  consent  for  disclosure  is  made  by  the  subject(s)  of 
the  investigation. 

The  following  records  will  be  disclosed  under  the  FOIA  where 
there  is  a finding  of  misconduct  in  a closed  investigation: 
The  final  report  of  the  OSI;  all  decision  documents;  all 
transcripts  of  any  debarment  hearing  and  legal  briefs  filed 
in  debarment  proceedings.  A case-by-case  determination  will 
be  made  regarding  the  disclosure  of  other  records  requested 
under  the  FOIA.  The  PHS  will  normally  withhold  internal 
communications  that  are  within  a generally  recognized 
evidentiary  privilege  and  other  records  or  portions  of 
records  if  their  disclosure  (a)  would  constitute  an 
unwarranted  invasion  of  personal  privacy  or  (b)  would 
disclose  investigative  techniques,  would  interfere  with 
enforcement  proceedings  or  with  an  impartial  adjudication, 
or  would  reveal  confidential  sources  or  endanger  the 
physical  safety  of  any  individual. 
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